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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1. A request for continued examination under 37 CFR 1.114, including the fee set forth in 37 
CFR 1 .17(e), was filed in this application after final rejection. Since this application is eligible 
for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1 .17(e) has been 
timely paid, the finality of the previous Office action has been withdrawn pursuant to 37 CFR 
1.1 14. Applicant's submission filed on 08 June 2009 has been entered. 



Status of the Claims 

2. Claims 1-24 are pending. 

3. Claims 4, 5 and 16-24 have been withdrawn. 



Claim Rejections - 35 USC § 11 2, first paragraph 

4. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

5. Claims 1-3 and 6-15 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 



invention. 
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Amended claim 1 recites a device where the indicator zones are located between the 
application zone and the at least one absorption region and are positioned on the membrane 
substantially parallel to each other and absent a physical separator between indicator zones. 
This device is not supported by the specification as originally filed. Applicant asserts that 
support for claims 1-3 can be found in the specification at page 8, line 21 to page 9, however, a 
careful review of these pages as well as the entire specification does not reveal adequate support 
for this limitation. Pages 8 and 9 discuss the arrangement of the indicator zones and do not teach 
a device where the indicator zones are placed parallel to teach other and absent a physical 
separator between them. 

In the event that applicant believes support can be found for this limitation, it is 
respectfully requested that applicant point to the page and line number where such support may 
be found. 

Claim Rejections - 35 USC § 112, second paragraph 

6. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

7. Claims 1-3 and 6-15 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 1 is vague with respect to the recitation of "the at least two indicator zones 
comprise at least two types of indicator particles are used of which at least one type being 
erythrocytes", line 16. It appears that the words "are used" should be removed from this phrase. 
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Claim Rejections - 35 USC §103 

8. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

9. Claims 1-3 and 6-7, 9, 1 1-15 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Geisberg (US 6,103,536) in view of Jerome et al (US 6,855,561). 

Geisberg teaches a device comprising a single membrane having an application zone, at 
least one group of indicator zones having reagents appropriate to bind the analytes and at least 
one absorption region. See column 4, lines 13—38. Geisberg teaches multiple indicator zones 
for detecting a plurality of analytes and further teaches that for each analyte, a separate series of 
particulate zones and detection zones can be placed in parallel on one comparatively wide strip. 
See column 8, lines 12-26. 

With respect to claim 3, Geisberg teaches that the indicator zones may be arranged in a 
linear row. 

With respect to claim 6, Geisberg teaches a circular confirmation where the sample 
receiving zone would be placed at the center of the circle and the indicator zones are arrange in 
concentric rings radiating from the center. See column 8, lines 26-33. 

With respect to claim 7, Geisberg teaches antibodies and other ligands. See column 12, 
lines 42-55. 

With respect to claims 12-15, Geisberg teaches that the solid support can partially or fully 
enclosed in a moisture -impermeable, inert casing that can be transparent, translucent or opaque. 
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See column 10, lines 54-67. Geisberg also teaches a backing to increase handling strength. See 
column 10, lines 28-42. 

Geisberg differs from the instant invention in failing to teach the use of erythrocytes as 

labels. 

However, Jerome teaches labels such as erythrocytes, erythrocyte ghost, colloidal 
particles and latex beads are functional equivalent. See column 7, line 41 through column 8, line 
9. 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to use the labels taught by Jerome in the device of Geisberg because Jerome 
teaches that these labels are functionally equivalent. A skilled artisan would had a reasonable 
expectation of success in using substituting the labels taught by Geisberg with those of Jerome 
because these labels are well known in the art. 

10. Claims 8 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over Geisberg 
in view of Jerome (US 6,855,561) as applied to claim 1 above, and further in view of Eisinger et 
al (US 4,943,522). 

See the discussion of Geisberg and Jerome above. These references differ from the 
instant claims in failing to teach the use of antibody or antibody fragments against blood group 
antigens or antigen epitopes. 

Eisinger teaches device and method for detecting blood group antigens. Eisinger teaches 
reagents for analytes including antigen present on red blood cells. See column 5, lines 37-48. 
Eisinger teaches methods of blood typing by applying a blood sample to a device having more 
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than one indicator zones, each of which contains a blood typing reagent. See column 5, lines 60- 
68. 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to use the antibodies taught by Eisinger in the device of Geisberg as 
modified by Jerome because Geisberg teaches that its device is appropriate for a variety of 
analytes with the use of appropriate reagents and Eisinger teaches reagents and method for blood 
typing as being well known in the art. 

11. Claims 1-3, 6-1 1 and 13-15 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Kang (US 5,559,041) in view of Jerome (US 6,855,561) and Eisinger et al (US 4,943,522). 

Kang discloses a device for immunoassay comprising a membrane with an application 
zone 1 10, at least two indicator zones 218 and 228 (Figure 4), at least one absorption region 116. 
Kang teaches that the device comprises at least two different tracks and according to figure 3, 
they may be in different direction. See also column 4, lines 12-65. 

Regarding claim 2, Kang teaches multiple flow tracks. See column 4, lines 38-49. 

Regarding claim 3, Kang teaches indicator zones arranged linearly. See the figures. 

Regarding claim 6, Kang teaches multiple indicator zones arranged opposite each other. 
See figure 3. 

Regarding claim 7, Kang teaches antibodies or antigens as the labeled binding partners. 
See example 1 . 

Regarding claim 1 1 , Kang teaches cellulose membrane. See example 1 . 
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Regarding claim 13, Kang teaches conjugate pad comprising labeled reagents. See 
example 1. 

Regarding claim 14, Kang teaches a plastic backing. See column 11, lines 45-53. 
Regarding claim 15, Kang teaches a casing. See figure 4. 

Kang differs from the instant claims in failing to teach the use of erythrocytes as labels, 
and reagents analytes in plasma and cellular bound analyte. 
Jerome and Eisinger are discussed above. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to modify the device of Kang by substituting the labels taught by Kang with the 
erythrocytes or erythrocytes ghosts as taught by Jerome because the labels of Kang and Jerome 
are functionally equivalent. It also would have been obvious to include reagents to detect 
cellular bound analytes and other in plasma samples because Kang teaches that their device is 
appropriate for detecting multiples analytes and provides the advantage of a one step device 
capable of detecting multiple analytes form the same sample with minimal involvement from the 
user. 



Double Patenting 

12. The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
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Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

13. Claims 1-3 and 7-15 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-9 of copending 
Application No. 10/563,659 in view of Jerome (US 6,855,561). 

'659 teaches a device comprising an application zone, at least one group of at least two 
indicator zones, at least one absorption region and at least two different flow tracks are present. 

'659 differs from the instant claims in failing to teach particles comprising erythrocytes. 

See the discussion of Jerome above. 

Therefore, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the device of '659 to include erythrocytes as the particles labels as 
taught by Jerome because Jerome teaches that erythrocytes labels are conventional and well 
known in the art. 

This is a provisional obviousness-type double patenting rejection. 



Response to Arguments 

14. Applicant's arguments with respect to the rejection of claims 1-3 and 7-15 under 
Hardman in view of May and Eisinger have been considered but are moot in view of the new 
ground(s) of rejection. 
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15. The rejection of Klimov and Eisinger are withdrawn in view of the amendment to the 
claims, therefore, their arguments are moot. 

16. The arguments with respect to the rejection of claims 1-3, 6-1 1 and 13-15 under Kang in 
view of Eisinger have been considered but are moot in view of the new grounds of rejection. 



Conclusion 

17. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bao-Thuy L. Nguyen whose telephone number is (571) 272- 
0824. The examiner can normally be reached on Monday ~ Thursday from 9:00 a.m. - 3:00 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mark Shibuya can be reached on (571) 272-0806. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Bao-Thuy L. Nguyen/ 

Primary Examiner, Art Unit 1641 

June 17, 2009 
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